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To: Scott 
ch MQSA Hutline 
fax 410-290-6351 

Date: 3/7/00 

Re: Comment oll~ Guidance Document 3 

UfhdFt 2.1 CFR 9V0.12 (e)(2) - weekty phantom test (page 20) 

Hn answer to the questioa &garding the use of AEC or ‘full automatiti’ 
mod& you have required facilities 40 use %I1 auto” if that is what is 
used for patients. The problem is that the ACR ptrantom is not a patient 
aud is not really even a very good representation of a patient. 

I believe that requitig the use of full auto mode with this phantom is ill 
advised and urge you td reconsider you advice. At ieast allow AEC as an 
option. I ,have been advistig facilities to use AEC fcwthe phantom test 
a@ would like to co&&e ivith this. 

You state that “slight vatiittions” of kVp may occur. r\ change of only % 
kVp results in significantly differeat mAs which also wiU cause the unit 
to fail the test by ACR criteria. In my experience phantom position is not 
the variable that effects the kVp that is chosen. I am ah attaching 
correspondeace between myself and ‘Tow Garvin on this matter. 

Thagk you for your consideration. 

from: Donald R JBCO~SOD, Ph.D. 
As& Prof. &&logy and Biophysics 
Medical College of Wisto&n 
9200 iv. W&can& Ave, 
Miiwbukee, WI 53226 

phone: 416809-3163 
fax: 4 14-259-3889 
emsil: da-j@mcw.edu 
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clecmmmt ol Rmelolopl 
A@ 20,1999 Uedieal physics am me@p 

Sci0nce SaFbon 

Thomas w. Gamin 

De@. ofHeaith and Human Sew&s 
,Fogd &d Drug &Mnistr&n 
2633 N. Mayfhir Rd, Suite ZOO 

,’ ?&wW~ WI 53226-1305 

D&r Mr., Gafvin: 

. 

&t the .secand issue, with,regard to clinical technique, we agree that +I- 1 kVp deviation tiom the 
technique chart is not a conc&. However, there were faw ltvet 3 noncompliance citatians gi~tn 
because, ‘:the phantom was not t&en at clinical setting.” According to a written memo which I 
mceive,d i?om the siti in question, they were adviwd that “all techno@ists should be using the 
same mode, such as AX or AOP-” And fbther, *‘if we werp using AOP clinicdy, then the 
phantom should be taken on AOP.” Some technwlwgi~r will choose the auto mode and some sue 
more comfortable choosing the technique themsebws. This should be ~$owed. 1 still Mieve that 
the filly automatic mode, although kfkctive for patient imaging is not appropriate &f phamom 
imaging. putting this question into a guidance document is the way to go and ifit comes vut for 
comment, I will submit my reasons for holding the option that I do. I have attached a copy of 
this rationale. 

I regret that this exchange has the tiling of being adwxsarisl. 1 do not intmd it to be so. It is my 
desire that we car! support one another in improvihg the eff&tivcness of mammography to detect 
breast cancer zs early and axwately as possible. 

Dqnald R. Jsacobscm, Ph.D. 
&&t.ant Professor of RBdiolugy 
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API’ROPIUAE MODE FOR PWWT0M IMAGING 

tit3 ~adard AECI imaging r&de is most appropiiate for phantonl irr@ng and accomplishes the 
goals of the tes& nmdy: to assti consistency ofx-ray output, image receptor scnsitiv&, 
processing and viewing conditions. A physical (nonpatient equiv&@) test wbjcct Es comalior9y 
us+d which appro&mates clini& imaging conditions and prodwes an image which can be 
quantitatively assessed for image performance psranictm such as optical density, contrast, image 
q&ity and artifact. The fill AEC mode, in which the mdckine chooses some uxnbination of 
kVplanod&ItF, deperrding on the machine, is not appropriate for phantom, imaging for the 
,mlowing rc%sons: 

‘1. The phantom is 4.5 cm thick but presumably represents 4.2 cm of average breast 
tissue. 

2. For one cmnmercial~version, of the phantom, because of screws .used to hold the 
cover, the compression paddle is pusirloncd at a tight of eroxitnatdy S cm 
above the breast support. Since soye xn&ufi~~~ take the compressed 
thickness, as indicated by the position of the compression paddle, into account 
when choosing the Wp, the kVp chosen by the machi&? with the mmpression 
paddle at 5 & cannot be corrtct fbr 4.2 cm df bretit tissue. 

3. Sane manufacturers chqose the kVp such t&t theexposure time will be within 
b0wi&uies that are set at installation. Iar at least one known case, one of those 
boundaries was very dose to the exposure time produced titfi the phantom at a 
particular Wp. The&ore, the m&tine WBS switching between kVps randomly ta 
order to keep the cxposur~ time within the desire Iin&. This mode, though 
appropriate for patient imaging, gave an erroneous impression for the phantom 
imaging. The MQSA inspector *as about to p”3IKwmce the machine unfit for 
imaging. ‘This would have been a ,t&ibIe ‘tist&e since the madirne WG operating 
exdctly as imended. 

lh purpose of phantom imaging ‘is to assess the sonsist~ of irnagirig pexfo rmance, -includhg 
image’qudity; optical density, contrast, art&as, etc. for a physid test obja which 
aPprorirmates,~but does not acmely represent clir$coal imaging conditions. The automatic 
modes are detimed tbr and are appropriate for patient im@ng, but when used with phantom 

“itpiaging, can cause enxtic operatioh and erroneous conclusions can be drawn. 


